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REMARKS 

Indication of Allowable Subject Matter 

Applicants greatly appreciate the Examiner's statement in the previous Office Action in 
which claims 17-19, 21-22, 25, 27, 31-35, 41, 43-45, 50-52, 101, 110-117, 138-139 and 143-144 
have been indicated as allowable if rewritten in independent form including all of the limitations 
of the base claim and any intervening claims. However, for at least the reasons indicated below, 
Applicants believe that dependent claims 17-19, 21-22, 25, 27, 31-35, 41, 43-45, 50-52, 101, 
1 10-1 17, 138-139 and 143-144 depend from claims that are also allowable, and have therefore 
elected not to re-write the allowable claims in independent form at this time. 

Miscellaneous Claim Numbering Issues 

In tbe originally-filed specification, claim 29 was inadvertently omitted. In order to 
prevent renumbering of all subsequent claims, Applicants have chosen to proceed without a 
claim 29 and have designated claim 29 herein as "Canceled." 

In the originally-filed specification, claim 155 was inadvertently numbered as a second 
claim 154. Applicants have therefore renumbered the second claim as claim 155. 

Response To Claim Rejections Under 35 U.S.C. §102 

Claims 1-8, 1 1-16, 20, 23, 24, 26, 30 ? 40, 42, 46-49, 53-53 (sic, 547), 137, 142, 145^147, 
151-153, and 155 stand rejected under 35 U.S C. §102(b) as allegedly being anticipated by 
Jacobsen et al. (U.S. Patent No. 6,165,155, "Jacobsen"). Applicants respectfully traverse this 
rejection on the grounds that Jacobsen does not teach or suggest every element of independent 
claims 1, 145, and 152. 

Anticipation requires that each and every element of the claimed invention be discl osed in 
a single prior art reference. See e.g., In re Paulsen, 30 F.3d 1475, 31 USPQ 2d 1671 (Fed. Cir. 
1994); In re Spada, 91 1 F.2d 705, 15 USPQ 2d 1655 (Fed. Cir. 1990). The Jacobsen reference 
does not disclose, teach, or suggest all of the claimed elements. Specifically, Jacobsen does not 
teach or suggest the feature of claims 1 , 145, and 1 52 of "a spacer positioned between the 
dispenser orifice and the target dining ejection of the bioactive composition." The Office Action 
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alleges that this feature is shown by the sponge in Jacobsen at col. 5, lines 54-57. However, the 
Jacobsen reference never uses the term "spacer." In addition, the ftuxctton of the sponge of 
Jacobsen is different from that the spacer of claim 1, which in this case means that the structure 
of the sponge is different. 

Although features of the specification are not to read or imported into the claims, claim 
terms should be interpreted in view of the specification. 

In the instant specification, Applicants have described its spacer as follows: 

To assure even and controlled application of a chemical composition to skin 24 or 
patch 25, the illustrated applicator head 34 is provided with a pair of spacer bars 
36 and 38 at opposing edges of applicator head 34. Alternatively, a series of 
discrete spacer protrusions or bumps, or roller or wheel assemblies (not shown) 
may be used. As further alternative embodiments, one or more spacers mav be 
formed on the patch 25, or a separate spacer unit (not showril may be positioned 
between the dispenser head 34 and the patch upper surface 26 during delivery of 
the bioactive agent. . . . 

Preferably, the spacer bars 36, 38 maintain a spacing between the ejection heads 
40-46 and the upper exposed surface 26 of the patch 25 or skin 24 ... 
Additionally, this ejection head to receiving surface spacing advantageously 
protects ejection heads 40-46 from unnecessarily coming into contact with_the 
patch 25, which avoids forcing fibers or other debris from the surface of the patch 
into the printhead nozzles. Adequate spacing between the nozzles and patch also 
avoids capillary wicking of drug from the nozzles, than can result in inadvertent 
or unwanted administration of drug to the patch. Such debris or other fibers in the 
nozzles could potentially damage the ejection head nozzles, leading to fully or 
partially blocked nozzles that dispense less fluid than intended. Such debris could 
also lead to misdirected droplets which would miss the target area on patch 25. 

Specification at [41] — [42] (emphasis added). The spacer bars, one exemplary embodiment of a 
"spacer" are shown to create an space or spacing between the dispenser orifice and the target. 
This can be seen clearly with reference to FIG. 1 of the instant application. 

As noted above, Jacobsen does not use the term "space", but instead uses the term 
"sponge." According to the Merriam-Webster Online Dictionary, available at 
www.webster.com, the definition of the term "space" includes "to place at intervals or airangc 
with space between . . . Exhibit A y attached hereto (emphasis added). Instead, Jacobsen discloses 
"The module 20 has a soft and dry sponge-like material underneath (not shown) that lies between 
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the module 20 and the skin, is sterile, and provides double-sided adhesion to prevent module 20 

movement/' Col. 5, lines 54-57. In addition, Jacobsen discloses that: 

The sponge is preferably impregnated with an antiseptic solution. When pressed 
against the patient , the solution helps prevent infection at an injection site. This is 
especially helpful when the module 20 will remain on the patient for an extended 
period of time before or after drug delivery. The sponge-like material also 
functions as a cushion to prevent irritation of the patient's skin from prolonged 
wear of the module 20 over an injection site. The sponge will also absorb a small 
amount of blood that may appear at an injection site upon withdrawal of a needle. 

Col. 5, lines 65-col. 6, line 7 (emphasis added). If the sponge disclosed by Jacobsen absorbs 
blood from the injection site, cushions the skin/and is "pressed against the patient", then the 
sponge does not "maintain a spacing" as the spacer of claims 1, 145, and 152. Thus, the sponge 
of Jacobsen in no way reads on the "spacer" of the claims 1, 145, and 152. Applicants therefore 
respectfully request that the rejection be withdrawn. 

For anticipation, there must be no difference between the claimed invention and the 
reference disclosure, as viewed by a person of ordinary skill in the field of the invention. See, 
e.g. 9 Scripps Clinic & Res. Found, v. Genentech, Inc., 927 R2d 1565, 18 USPQ 2d 1001 (Fed. 
Cir. 1991.) The Jacobsen reference does not recognize the advantage of Applicants' invention* 
As noted in the language cited from the specification above, the spacer of claims 1, 145, and 152 
helps prevent contamination of the jet dispenser, which is not necessary for the sponge of 
Jacobsen because Jacobsen does not employ a "jet dispenser 7 ' with printhead nozzles in its 
device. In addition, the specification recites that "[ajdequate spacing between the nozzles and 
patch also avoids capillary wicking of drug from the nozzles" which is not taught or suggested 
by Jacobsen. Indeed, the sponge of Jacobsen would tend to absorb the bioactive agent from the 
nozzles, not prevent it from wicking out. Therefore, for at least these reasons as well, the sponge 
of Jacobsen does not read on the spacer of claims 1 , 145, and 1 52. Applicants therefore 
respectfully request that the rejection be withdrawn. 

In addition, Applicants have added new claims 156 and 157 which patentably define the 
spacer even further over the sponge of Jacobsen. 

Dependent claims 2-8, 11-16, 20, 23, 24, 26, 30, 40, 42, 46^*9, 53-53 (sic, 54?), 137, 142, 
146-147, 151, 153, and 155 are believed to be allowable for at least the reason that these claims 
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depend from allowable independent claims 1, 145, and 152, respectively. In re Fine, 837 F.2d 
1071, 5 U.S.P.Q.2d 1596, 1600 (Fed. Cir. 1988). 

Response To Claim Rejections Under 35 U.S.C. § 103(a) 

(a) Claim 9 stands rejected under 35 U.S.C. §103(a) as allegedly being unpatentable over 
Jacohsen in view otSvedman (U.S. Patent No. 6,436,078). Applicants respectfully traverse this 
rejection. 

The Court of Appeals for the Federal Circuit has held that "[ojbviousness cannot be 
established by combining the teachings of the prior art to produce the claimed invention, absent 
some teaching or suggestion supporting the combination. Under section 103, teachings of 
references can be combined only if there is some suggestion or incentive to do so" ACS Hospital 
Systems, Inc., v. Montefwre Hospital, 732 F.2d 1572, 1577, 221 USPQ 929, 933 (Fed. Cir. 
1984). "There must be some reason, suggestion, or motivation found in the prior art whereby a 
person of ordinary skill in the field of the invention would make the combination." In re 
Oetiker, 977 F.2d 1443, 1447, 24 USPQ 2d 1443 (Fed. Cir. 1992). In the instant case, there is no 
reason to combine the two cited references. Svedman discloses administering a drug to de- 
epjtheUalised cells (col. 2, lines 12-20 and col. 34, lines 40-60), not "for cutaneous delivery of a 
bioactive composition to a cutaneous target," as recited in independent claim 1. There is no 
motivation in either of the cited references to combine th em, or any incentive to use the 'thermal 
droplet generator" of Svedman for transdermal delivery of a drug disclosed by Jacohsen. 
Therefore, the cited combination of references does not teach or suggest al l of the features of 
claim 9. Applicants respectfully request that the rejection be withdrawn. 

(b) Claims 10 and 148 stand rejected under 35 U.S.C. §103(a) as allegedly being 
unpatentable over Jacobsen in view of Voges (U.S. Patent No. 5,894,841). Applicants 
respectfully traverse this rejection. 

"The PTO has the burden under section 103 to establish a prima facie case of obviousness. 
It can satisfy this burden only by showing some objective teaching in the prior art or that knowledge 
generally available to one of ordinaiy skill in the art would lead that individual to combine the 
relevant teachings of the references InreFine„ 837 F.2d 1071, 5 U.S.P.Q.2d 1596, 1600 (Fed. 
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Cir. 1988). In the instant case, again, there is no motivation to combine the Jacobsen and Voges 
references. Jacobsen discloses transdermal drug delivery, while Voges discloses only an inhaler . 
As discussed in the specification, there are numerous issues with using an inhaler for drug 
delivery: 

Inhalational and intranasal administration have been used as alternative routes of 
drug delivery. Inhaled drugs can be absorbed directly through the mucous 
membranes and epithelium of the respiratory tract, thereby minimizing initial 
inactivation of bioactive substances by the liver. Inhalational delivery can also 
provide drugs directly to therapeutic sites of action (such as the lungs or the 
sinuses). This mode of administration has been particularly effective for the 
delivery of pulmonary drags (such as asthma medications) and peptide based 
drugs (usually via intranasal administration), using metered dose inhalers (MDIs). 
However, MDIs often require coordinating inspiration with actuation of the MDI, 
and some patients are not able to master this technique. Moreover, patients still 
often forget to take the medication at prescribed times, or for the necessary period 
of time to achieve clinical goals. Other patients inadvertently or inappropriately 
use medications, leading to hospitalizations, morbidity, and even death. 

Specification at [03]. It would not have been obvious to combine an inkjet delivery system used 
in an inhaler for cutaneous delivery of a bioactive agent because the two technologies are so 
different, and address different purposes and issues. The Office has provided no evidence in the 
art for any motivation to combine the inkjet delivery system used in an inhaler for cutaneous 
delivery of a bioactive agent. Therefore, Applicants respectfully request that the rejection of 
claims 10 and 148 be withdrawn. 

Double Patenting Rejections - Obviousness-type Double Patenting 

Claims 1-54, 101, 110-117, 137-139 and 142-155 have been rejected under the doctrine of 
obviousness-type double patenting as being unpatentable in view of claims 1-97 of U.S. Patent No. 
6,723,077 ("the "077 patent")* Applicants, in the interest of expediting issuance of a patent, have 
submitted herewith a terminal disclaimer that disclaims any portion of term for a patent issuing 
from the present application that will extend beyond the term of the * 077 patent. Applicants 
therefore respectfully request that the rejection be withdrawn. 
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New Claims 

Claims 156-157 have been newly added to further define and/or clarify the scope of the 
invention. Applicants believe that the claims add no new subject matter to the instant 
application. 
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CONCLUSION 


In light of the foregoing amen dments and for at least the reasons set forth above, 
Applicants respectfully submit that all rejections have been traversed, rendered moot, and/or 
accommodated, and that the now pending claims 1-28 and 30-157 are in condition for allowance. 
Favorable reconsideration and allowance of the present application and all pending claims are 
hereby courteously requested. If, in the opinion of the Examiner, a telephone conference would 


expedite the examination of this matter, the Examiner is invited to call the undersign ed agent at 
(770) 933-9500. 


THOMAS, KAYDEN, 
HORSTEMEYER & RISLEY, L.L.P. 

Suite 1750 

J 00 Galleri a Parkway N.W, 
Atlanta, Georgia 30339 
(770) 933-9500 
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